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MEMORANDUM

SUBJECT: RevisionofPFOAHazardAssessmentandNext Steps

FROM: CharlesM. Auer,DirectoC&~t /~CLk_-
Office of PollutionPreventionandToxics

TO: OscarHernandez,Director
Risk AssessmentDivision

MaryEllen Weber,Director
Economics,Exposure,andTechnologyDivision

WardPenberthy,Acting Director
ChemicalControlDivision

As partoftheeffort by theOffice ofPollution PreventionandToxics(OPPT)to
understandhealthandenvironmentalissuespresentedby fluorochemicalsin thewakenf
unexpectedtoxicologicalandbioaccumulationdiscoverieswith respectto perfluorooctyl
sulfonates(PFOS),OPPThasbeeninvestigatingperfluorooctanoicacidandits saItsJfFOA~
OPPTreleasedapreliminaryDraft HazardAssessmentofPerfluorooctanoicAcidxzn.dits Salts,
datedFebruary20, 2002,on March 28, 2002,andissuedaminorcorrectionto thatdocumenton
April 15, 2002.Thatdraft assessmentindicatedpotentialsystemictoxicity andcarcinogenicity,
andobservedthatbloodmonitoringdatasuggestedwidespreadexposureto thegeneral
population,albeitat low levels.It alsonoted,however,that additionaltoxicity studieswere
underwayonotherendpointsandthat furtherdatawould be availablewithin amatterofmonths.

TheAgencyhassincereceivedconsiderableadditional data.Theadditionaltoxicology
datasubmittedto theAgencysuggesta potentialfor reproductive/developmentattoxicity,and
additionalbloodsampleanalysisdataindicatelow level exposuresto the generalpopulationthat
areunexplainedat this time.

StephenJohnson,AssistantAdministratoroftheOffice ofPrevention,Pesticides,and
ToxicSubstances(OPPTS),met with representativesfrom themanufacturersandusersof PFOA
andrelatedchemicalson August 13, 2002. He requestedcontinueddiscussionwith
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manufacturersandusersofPFOAandrelatedchemicalsto further investigatetheseissues,Mad
raisedtheimportanceof andneedfor communicatingwith thepublic. Followingthat meeting,
OPPTSmet with toxicologistsfromindustry on August 30, 2002,to discusstherecentstudy
submissionsandany additionalanticipatedwork. OPPTalsomet by conferencecall with
manufacturerrepresentativeson September12, 2002to exploreexistingexposureinformation
andidentif~’gapsin thosedatathat mayhelp to explainthepresenceofPFOAin thebloodofthe
generalpopulation.Summariesofthesemeetingsarebeingplacedin thepublic administrative
recordfor this investigation,AR-226: PFOS,PFAS,PFOA,Telomers,andRelatedChemicals.

An interimrevisedhazardassessmentupdatingthe originalDraft HazardAssessmentto
incorporateOPPT’sreviewsofthesedatahasbeenprepared.As soonasthis documentcompletes
internalreviewprocedures,it shouldbeplacedin AR-226. Pleaseproceedto finalizethis interim
revisedhazardassessmentwithin thenextfour to six weeks,at whichtimewrwili placethe
documentin the public file.

Thereproductive/developmentaltoxicity data,the carcinogenicitydata,andtheblood
monitoringdatareviewedin the interimrevisedhazardassessmentraisethepossibiitythatPF&A
might meetthecriteriafor actionundersection4(f) oftheToxic SubstancesControlAct.

TheAgencyestablisheda processin 1991 for determiningwhethertheTSCA §4(t) criteria
aremet, andpublishedthat processin aFederalRegisternoticeconcerningrefractoryceramic
fibers (RCF)(56FR 58693;November21, 1991).With thismemo, I amrequestingThatyou now
initiate apriority review, asdescribedin that notice,to determinethesignificanceoftherisks
presentedby PFOAandits salts.Thispriority reviewshouldbeginwhile you proceedwith the
finalizationoftheinterim revisedhazardassessment.It is my understandingthat you havealso
initiated arequestwith theScienceAdvisoryBoard(SAB) for apeerreviewofthe-preliminary
risk assessmentfocusedon developmentaL’reproductive-toxicity thatwill be developecLbase4on
this priority review.

It ismy expectationthatthehazardassessmentpriority reviewwill be completedin the
nextfour to six weeks.Pleasebepreparedto discusstheseissueswhenwemeetwith the
AssistantAdministratoron nextsteps

cc: S. Johnson
S. Hazen
M. Schneider
AdministrativeRecordAR-226: PEOS,PFAS,PFOA,Telomers,andRelatedChemicals


